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510(k) SUMMARY OF SAFETY AND EFFECTIVENESS SP2021

Biogelo PI OrthoProo Brown Surgical Glove

This 5 1 0(k) summary of safety and effectiveness information is being submitted in
accordance with the requirements of 21 CFR 807.92(c).

Date Prepared: August 4, 2011

Applicant: Mtslnlycke Health Care US, LLC
5550 Peachtree Parkway, Suite 500
Norcross, GA 30092
Registration number: 3004763499
Owner/Operator Number: 8030877

Official Correspondent: Angela L. Bunn, RAC
Director, Regulatory Affairs for the Americas
Tel: 678-250-7930
Fax: 678-245-7746
e-mail: aiigela.bunnnaimolnlycke.com

Trade/Proprietary Name: Biogel® P1 OrthoPro® Brown Surgical Glove

Common Name: Surgeon's Glove

Classification Name: Surgeon's Glove

Device Class: Class I

Regulation Number: 21 CFR 878.4460

Product Code: KGO

Predicate Device Name(s): Poly-isoprene Non-Latex Sterile Powder-Free Surgeon's Glove

(KOS50184)

Description of Device:

The proposed device, the Biogelo PI OrthoPro® Brown Surgical Glove is manufactured of
non-latex (polyisoprene) colored with brown pigmentation. The Biogele Pl OrthoPro®
Brown Surgical Glove is manufactured of the exact same material and coated with the
Biogel® Coating which is used on the currently cleared device(s) that have been legally
marketed by Mblnlycke Health Care for many years. The differences in the proposed glove
and the predicate are as follows:

" Addition of a Brown Colorant
" Thicker Glove
" Nexv Former
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The glove former design used in the manufacture of this glove allows the Biogel® P1

OrthoPro® Brown Surgical Glove to provide the user with this additional feature:

0Slightly Curved Former with Independent/Displaced thumb

Intended Use/Indication for Use:

The Biogel® PI OrthoPro® Brown Surgical Glove is a disposable device made of non-latex
(polyisoprene) colored brown, that is intended to be worn on the hands, usually in a surgical
setting, to provide a barrier against potentially infectious material and other contaminants.

Technological Characteristics:

The Biogel® PI OrthoPro® Brown Surgical Glove is substantially equivalent to the Poly-
isoprene Non-Latex Sterile Powder-Free Surgeon's Glove (K050184). All of the assessed
devices have similar indications for use, materials, product design, labeling claims and
method of operation.

The difference in the proposed device, Biogel® PI OrthoPro® Brown Surgical Glove is the
thickness, a slight change to the former and the addition of the brown colorant.
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Table I -A below provides a clear detailed comparison of the proposed device (Biogel® P1
OrthoPro® Brown Surgical Glove) when compared to the predicate device.

Table 1-A
Substantial Equivalence Comparison Table of Product Features

Feature Biogel® PI OrthoPro® Brown Poly-Isoprene Non-Latex Sterile
Surgical Glove Powder-Free Surgeon's Glove

Proposed Device Predicate Device
5 10O(k) Clearance TED K050 184
Manufacturer M81nlycke M61nlycke
Common Name Surgeon's Glove Surgeon's Glove
Classification # Class I Class I
Classification 21 CER 878.4460 21 CFR 878.4460
Name
Product Code KGO KGO
Indication For Tfhe-Biogel P1 OrthoPro' B rown Poly-Isoprene non-latex sterile
Use/intended Use Surgical Glove is a disposable powder-free surgeon's glove is

device made of non-latex disposable device made of Poly-
(polyisoprene) that is intended to Isoprene that is intended to be worn
be worn on the hands, usually in a on the hands, usually in surgical
surgical setting, to provide a barrier settings, to provide a barrier against
against potentially infectious potentially infectious material and
material and other contaminants, other contaminants.

Materials Polyisoprene Polyisoprene
Coated Yes Yes
Powder Free Yes Yes
Colored Brown Natural
Sterilization Radiation Radiation
Method and 10.6 SAL 10-6 SAL
Sterility Assurance
Level (SAL)
Biocompatibility Materials have been assessed based Materials have been assessed based

to ISO 10993 to ISO 10993
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Performance Testing:

Test Result

Primary Skin Irritation Gloves are non-irritating.

ISO Closed Patch Sensitization Gloves do not display any potential for sensitization.

Dimensions Gloves meet requirements of ASTM D3577.

Physical Properties Gloves meet requirements for rubber surgical gloves
per ASTM D3577.

Freedom from Holes Gloves exceed the requirements of 2l CER 800.20 and
ASTM D3577.

Powder Residual Gloves meet powder level requirements for "Powder-
Free" designation per ASTM D3577 testing using
ASTM standard D6 142, Standard Test Method for
Residual Powder on Medical Gloves. Results generated
values beloxv 2mg of residual powder perglove.

Clinical Testing:

No clinical data was required.

Conclusion:

The Biogel® PI OrthoPro® Brown Surgical Glove met the technological and performance
characteristics of ASTM D3577 and are substantially equivalent to predicate device
indentified in this summary with respect to intended use, materials, and design.
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Ms. Angela L. 1trLI1
Dir ector Re-tdator\,Aflairs for the Atmricas
N'Iolnlycke l-leadth Care US. Lit
5550 Pleachtree Parkwayv, Sutite 500
Noici-oss, CGeorgia 30092 '

Re: K 1122-5 7
Tr'ade/D vi ce Name: 11110311 iB ci~j rh r13own Stul cal GlIovec I'oxvder- Free

Sterile
Regu'Llat ion Number 21I C1R 878.4460
Regulation Name: Suru1-Conl s Glove
Re-u lab UN' Class:I
Product Code: KGQ
Dated: AuCztrst 25. 2011
Received:t-ust 26, 2011

Dear N'ls.13Bunn11

\Ve have reCviewed your11 Sct ion 5I10(k) premarkei notification of intent to market the device
referenced above and have determlined the device is substantially ed~triValenlt (for' the
indlications for use stated in) the ene losure) to legal ly marketed predlicate devices marketed in
interstate commerce prior to Nlay 28, I1976, the enaictment date of the i edical [Device
Amndments, or to devices that have been i-classi lied inl accordance wvith the pro visions of'
theC Federal Foo0d. Drug., and Cosmetic Act (Act) that do no0t rcjuI-iI 0eaprva'oa prem1arket
appro val application (PI~ A). Yotu may, ther-efore,. market the device, Sribject to the general
controls provisions of the Act. The ICleeal controls provisions of the Act include
-ec1 Ui1rcrventS for an nun I regi stratio it listing of cvices. good nlanI flCtu ring practice,
labelingp, and prohibitions against mlisbranlding( anld adt teation. Please note: CIDRI-I (foes
not1 eVal Iate informationl relIatedc to con tranct li abillity wa rant ies. \Vee in 1inl VOu. howeVercl,
that device Iabeliniu must be truthfirl and not misleadimtt

If Your device is elassi fled (see above) inlto either- Class 11 (Spcial Conll-0s) or- class IIl
P A.it may be subject to additionlal control0s. "xiing1L Imajor regrlaLtionlS affectinlg V'1.rr

device can be ['o1.rnd inl the Code of' Federal [<ego tion1s, Title 2 1, P~arts 800 to 898. Ini
addition. FDA mla\, publish fuiriher announl(:llcns con1cerningL V'Otrr (lVice inl the Federal
egister.
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Please be ad\'isedl dhai FDA's issuanice of a suibstantial equivalence determination does not
mean that FDA has nme a determination that \'our devic complies with other recuiCIAM eatS
of the Act or anly Federal siattutes and reuilatiuns administered by other Federal agencies.
'Von must comply with all the Act's reuireoments. ineltidig but not limted to: reuistratiou
Laid listing (21 CFR Part 807); labeling (2 1 CFR IPart 801); medical device reporting,
(rporIng of nod i calI devcicr Ited ad verse events) (2 1C FR 803); good man Mc t tiring

panct ice reqa i emen ts as set forth in te quality systems (QS) iegu lati on (2A CF R Pla 820);
and iF applicable, the electronic produtct radiation control provisions (Sections 53 1-542 of
the Act): 21 CUR W000-1050.

IfO vod(es ire specifc ad vice fOr yotir dev ice on our labeling reulatioi (21 CUR Part 801):
p lease go to http)://\vww.fId L.a(,o v/bot' F DA/Cen tersO T'i ces/C DR F-/C D) RI-I Offices
/UC1ia I I 5809,h1im for thle Cente for Devices and Radiological l-Ialdts (CDRI-l s) ffie of'
Compliance. Also, please note the regulation entitld ''N'Isbndin" by reference to
lreirket notification"' (2 1 CFR li at 807.97). For questions regarding the reporting of
adverse events tinderhe N'lDR regtilati on (2 1 CUR Part 803). please go to
htr .~:/~~.kn o v/N'led i calI De v' ices/S a fetv/Rcpo rta1) roblein/leIa ul t.hltmi for thle CDRI-I s
Office of Survellance and Biomnetrics/Division offPostinarket Surveillance.

You tiay obtain other genneal infobrmion oi youLir responsibilities tinder the Act fron thle
Division of Small NMaufAeturers. Internatinal and Consu~mer A-ssistance at its toll-fre
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hit1) ://wvw. (da. to v/Ni cclica I IDe\'iceS/RcsoLU icsIfor You/I nd UStrV/def tht.

Sincerely your,

/C~t 11- Watson, B.S.. NIS.: M.B3.A.
Director
Diviion of Anestesiology, Chcmrl Hospil

In feetioni Control and Dental Devices
Office of [)eviee EvaIluatin
CVenter for Devices and

Radiological HeIalth

lEn ck losn
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5 1 0(k) Number (if known):

Device Name: Biogel® P1 OrthoPro® Brown Surgical Glove, Powder-Free, Sterile

Indications For Use:

The Biogel® PT OrthoPro® Brown Surgical Glove is a disposable device made of non-latex
(polyisoprene) colored brown, that is intended to be worn on the hands, usually in a surgical
setting, to provide a barrier against potentially infectious material and other contaminants.

Prescription Use _____AND/OR Over-The-Counter Use X

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDR-A, Office of Device Evaluation (ODE)

(DivisifSino)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices Page I of I_____

51 0(k) Number: 1 (:Z15 7
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